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«, ^M-aiaprep^onofoneo^oredi^veen^aUeasU^ 

^ stabilizing pastes selected from the group consisting of 

(a) r educrng the residual solvent content of said preparation of one or 

more digestive enzymes, 

r *j „^rwrfltion of one or more digestive 

(b) reducingthetemperatureofsaidpreparationoto 

enzymes, and 

(c) adding at least one stabilizer to sard preparation of one or .ore 

digestive enzymes; and 

^edigestiveen^c^,^^ 

(tended) The tnethod according to claim P,] 5 or 6, wherein sard solvent 



7. 

is water. 



i- i ;™ n 1 s or 6 wherein said solvent 
,. (Amended) Themethodaccord 1 ngtoclaun[3,]5or6, 

is an organic solvent. 
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10. (Amended) The 



ofoneormore digestive enzymes is 
residual solvent content. 



me thod according to claim 
suspended in an organic 
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ta pj 5 or 6. wherein said preparation 



solvent following 



reduction of said 



method according to claim [1 



2, 3, 4,1 5 or 6 ' wheiein Sald 



\\ (Amended) The 

,. „ 2 3 41 5 or 6, wherein said 
12 (tended) The method — to c to I, .3, ,1 

effecUV erate 1S notmorethanahout2.0 k G y /hr. 



method according to claim [1 



2, 3, 4J 5 or 6, wherein said 



13 (Amended) The 

^^^^^ 



14. 



effective rate is not more 



(A mended) T*e method according to 
than about 0.3 kGy/hr. 



, . r1 9 a A! 5 or 6, wherein 
claim [1, A 3, *J 3 



said 



15 . (Amended) The method 
ratel s more than about 3.0 kGy/hour. 



accordingto claim [2,3, 4,] 5or 



6, wherein said effective 



3 
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i ;™ r? -\ 4 1 5 or 6 wherein said effective 
16. (Amended) The method according to claim [2, 3, 4,] 0, 

rate is at least about 6.0 kGy/hour. 

,■ . i„;™r9 1 41 5 or 6 wherein said effective 

17. (Amended) The method according to claim [2, 3, 4,] o, 

rate is at least about 18.0 kGy/hour. 

i ;™ r? ^ 4 1 5 or 6 wherein said effective 

18. (Amended) The method according to claim [2, 3, 4,] 5 or 0, 

rate is at least about 30.0 kGy/hour. 

, • n % 4.1 W6 wherein said effective 
19. (Amended) The method according to claim [2, 3, 4,] 5or6,w 

rate is at least about 45 kGy/hour. 

21 (Am e„aea) The m e*oa —8 » d*» P , 2. 3, 4,, 5 - 6, ^ * 

one noble gas. 
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23. fended) * method accordtag «o cUim p. 2, 3, 4J 5 or 6, wherein said 
pKp aradon of one or more drgesdve en^mes is maintained ,n a vacuum. 

24 (Amended) The method accordmg to daim [3,, 5 or 6, .heretn said reside. 
^ concentrauon, addruon * so.ute, evaporauon, chemrca, estracdon, spraying and 



vitrification. 



25. (Amended) The method according to 
solvent content is less than about 15%. 



claim [3,] 5 or 6, wherein said residual 



2 , (Amended) The method according to darm [3,, 5 or 6, wherein said restdua, 
solvent content is less than about 10%. 

v * m 5 or 6 wherein said residual 

27. (Amended) The method according to dam [3,] 5 or 0, 

solvent content is less than about 3%. 

2 , (Amended) The method according to daim [3J 5 or 6, wherern -id restdua. 

solvent content is less than about 2%. 
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29 . (Amended) The method according to claim [3,] 5 or 6, wherein said residual 
solvent content is less than about 1%. 

30. (Amended) The method according to claim [3J 5 or 6, wherein said residual 
solvent content is less than about 0.5%. 

31. (Amended) The method according to elate [3J 5 or 6, wherein said residual 
solvent content is less than about 0.08%. 

32. (Amended) The method according ,o claim [1, 2, 3, 4J 5 or 6, wherein at least 
one sensor is added to said preparation of one or more digestive enzymes prior to satd step 
of irracUating said preparation of one or more digestive enzymes. 

33. (Amended) The method according to claim [1, 2, 3, 4,] 5 or 6, wherein satd 
preparation of one or more digestive enzymes contains at leas, one b.ological contaminant or 
pathogen selected from. he group consisdng of viruses, bactena, yeasts, molds, fungi, prions or 

silrikr agents responstbie, alone or » combtnation, for TSEs and single or multicellular 

parasites. 
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34. (Amended) The method according to claim [2,] 5 or 6, wherein said at least one 
stabilizer is an antioxidant. 

35. (Amended) The method according to claim [2,] 5 or 6, wherein said at least one 
stabilizer is a free radical scavenger. 

36. (Amended) The method according to claim [2J 5 or 6, wherein said at least one 
stabilizer is a combination stabilizer. 

37 . (Amended) The method according to claim [2,] 5 or 6, wherein said at least one 
stabilizer is a ligand. 

39. (Amended) The method according to claim [2,] 5 ot 6, wherein said at leas, one 
stabilizer reduces damage due to reactive oxygen species. 

40. (Amended) The method according to claim [2,] 5 or 6, wherein said at least one 
stabilizer is selected from the group consisting ot ascorbtc acid or a sal. or ester thereof; 
glutathione; ^hydroxy^S.V.S-tetrameAylchroman^-carboxyUc acid; uric acid or a saltor ester 
thereof; methionine; histidine; N-acetyl cystetne; lipotc acid; sodium formaldehyde sulfoxylate; 
gallic acid or a derivative thereof; propyl gAte and mixtures of two or more thereof. 
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42. (Amended) The method according to claim [2J 5 or 6, wherein said at least one 
stabilizer is a dipeptide stabilizer. 

44. (Amended) The method according to claim [1, 2, 3, 4,] 5 or 6, wherein said 
radiation is corpuscular radiation or electromagnetic radiation, or a mixture thereof. 

47. (Amended) The method according to claim [1, 2, 3, 4,] 5 or 6, wherein said 
radiation is E-beam radiation. 

48. (Amended) The method according to claim [1, 2, 3, 4,] 5 or 6, wherein said 

radiation is visible light. 

49. (Amended) The method according to claim [1, 2, 3, 4,] 5 or 6, wherein said 

radiation is ultraviolet light. 

50. (Amended) The method according to claim [1, 2, 3, 4,] 5 or 6, wherein said 

radiation is x-ray radiation. 

51. (Amended) The method according to claim [1, 2, 3, 4J 5 or 6, wherein said 
radiation is polychromatic visible light. 
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52. (Amended) The method according to claim [1, 2, 3, 4,] 5 or 6, wherein said 

radiation is infrared 

53. (Amended) The method according to claim [1, 2, 3, 4,] 5 or 6, wherein said 
radiation is a combination of one or more wavelengths of visible and ultraviolet light. 

54. (Amended) The method according to claun [1, 2, 3J 5 or 6, wherein said 
irradiation is conducted at ambient temperature. 

55. (Amended) The method according to claim [1, 2, 3, 4,] 5 or 6, wherein said 
irradiation is conducted at a temperature below ambient temperature. 

56. (Amended) The method according to claim [1, 2, 3, 4,] 5 or 6, wherein said 
Radiation is conducted below the freeing pomt of said preparation of one or more digestive 

enzymes. 

57. (Amended) The method according to claim [1, 2, 3, 4J 5 or 6, wherein said 
irradiation is conducted below the eutectic point of said preparation of one or more digestive 

enzymes. 
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58. (Amended) The method according to claim [1, 2, 3,] 5 or 6, wherein said 
irradiation is conducted at a temperature above ambient temperature. 
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riMn Set a' '""^ Claims 



~ ^^fl^S^ccording to claim 5, wherein said applying to said 
preparation of one or more digestive enzymes at least one stabilizing process comprises 
applying to said preparation of one or more digestive enzymes at least two processes, 
wherein said at least two stabilizmg processes are together effective to protect said 
preparation of one or more digestive enzymes from said ration and further wherem 
said at least two stabilizing processes may be performed in any order. 

7. (Amended) The method according to claim 5 or 6, wherein said solvent is 



water. 



(Amended) The method according to claim 5 or 6, wherein said solvent is 



an organic solvent. 



a 



10. (Amended) The method according to claim 5 or 6, wherein said preparation 
of one or more digestive enzymes is suspended in an organic solvent following reduction 
of said residual solvent content. 

11. (Amended) The method according to claim 5 or 6, wherein said effective 
rate is not more than about 3.0 kGy/hour. 
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12. (tended) The method according to claim 5 or 6, wherein said effective rate is 
not more than about 2.0 kGy/hr. 

,3. (Amended) The method according to claim 5 or 6, wherein said effective rate is 
not more than about 1.0 kGy/hr. 

H. (Amended) The method according to claim 5 or 6, wherein said effective rate is 
not more than about 0.3 kGy/hr. 

15 . (Amended) The method according to claim 5 or 6, wherein said effective rate is 
more than about 3.0 kGy/hour. 

16. (Amended) The method according to claim 5 or 6, wherein said effective rate is 
at least about 6.0 kGy/hour. 

17. (Amended) The method according to claim 5 or 6, wherein said effective rate is 
at least about 18.0 kGy/hour. 

,8. (Amended) The method according to claim 5 or 6, wheretn said effective rate is 
at least about 30.0 kGy/hour. 

12 



Docket No. CI-0004 

Serial No. 09/942,938 

19 . (Amended) Tbe method according to claim 5 or 6, wherein said effective rate i. 
at least about 45 kGy/hour. 



20. (Amended) The 



method according to claim 5 or 6, wherein said preparation of 



aintained in a low oxygen atmosphere. 



one or more digestive enzymes is m 

21. (Amended) The method according to cUm 5 or 6, wherein said preparation of 
one or more digestive enzymes is maintained in an atmosphere comprising at ieas, one noble 



gas. 



23. (Amended) The method according to claim 5 or 6, wherein said preparation of 
one or more digestive enzymes is maintained in a vacuum. 

24 . (Amended) The method according to claim 5 or 6, wherein said res^ual solvent 
content is reduced by a method selected from the group consisting of lyophilization, drying, 



concentration, addition of solute, evaporation, 



chemical extraction, spray-drying and 



vitrification. 

25. (Amended) The 
content is less than about 15% 



method according to claim 5 or 6, wherein said residual solvent 
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i • <; nr 6 wherein said residual solvent 
26 . (Amended) The method according to claun 5 or 6, where! 

content is less than about 10%. 

j. 5 or 6 wherein said residual solvent 

27. (Amended) The method according to claim 5 b, 

content is less than about 3%. 

1 ■ r * wherein said residual solvent 
28. (Amended) The method according to clami 5 or 6, wherei 

content is less than about 2%. 

i • Znrf, wherein said residual solvent 
29. (Amended) The method accordmg to claim 5 or 6, wherein 

content is less than about 1%. 

1. i- s„rfi wherein said residual solvent 

Q; 30. (Amended) T%e method according ,o clarm 5 or 6, wherem 

(jT contenr is less than abour 0.5%. 

„ tended) „e m erHod accord ro c^ 5 or , where, S ard res« soWenr 
content is less than about 0.08%. 
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32. (Amended) The method according to claim 5 or 6, wherein at least one sensitizer 
is added to said preparation of one or more digestive enzymes prior to said step of irradiating 
said preparation of one or more digestive enzymes. 

33. (Amended) The method according to claim 5 or 6, wherein said preparation of 
oneormore digestive enzymes contains at least one biological contaminant or pathogen selected 
from the group consisting of viruses, bacteria, yeasts, molds, fungi, prions or similar agents 
responsible, alone or in combination, for TSEs and single or multicellular parasites. 

34. (Amended) The method according to claim 5 or 6, wherein said at least one 
stabilizer is an antioxidant. 

35. (Amended) The method according to claim 5 or 6, wherein said at least one 
stabilizer is a free radical scavenger. 

36. (Amended) The method according to claim 5 or 6, wherein said at least one 
stabilizer is a combination stabilizer. 

37. (Amended) The method according to claim 5 or 6, wherein said at least one 
stabilizer is a ligand. 
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39. ^Ided) The method accord** ,0 clam 5 or 6, wherein sard a, iea, one 
stabilizer reduces damage due to reactive oxygen species. 

40 (Amended) The method accordrng to claim 5 or 6, wherein said a. least one 
glu ,a, M o„e ; 6-h,droxy-2,5,7,8™^^ 



allic acid or a derivative thereof; propyl gallate and mixtures 



of two or more thereof. 




42. (Amended; mc 1 
^ stabilizer is a dipepti de stabler 



(Amended) The method according to claim 5 or 6, wherein sard at least one 



^ rnr puscular radiation or 



fly 



(Amended) The method accord^ to claim 5 or 6, wherein said Nation i, 



electromagnetic radiation, or a mixture thereof. 



47. (Amended) The 
beam radiation. 



method according to claim 5 or 6, wherein said radiation is E- 



48. (Amended) The 
visible light. 



method according to claim 5 or 6, wherein said radiation is 
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49. (Amended) The method according to claim 5 or 6, wherein said radiation is 

ultraviolet light. 



50. 



radiation. 



(Amended) The method according to claim 5 or 6, wherein said radiation is x-ray 



51. (Amended) The method according to claim 5 or 6, wherein said radiation is 

polychromatic visible light. 



52, 
infrared 



(Amended) The method according to claim 5 or 6, wherein satd radiation is 



53. 



(Amended) The method according to claim 5 or 6, wherein said radiation is a 



combination of one or more 



wavelengths of visible and ultraviolet light. 



54. (Amended) The method according to claim 5 or 6, wherein said irradiation is 
conducted at ambient temperature. 



55. (Amended) The method according to claim 5 or 6, wherein said irradiation is 
conducted at a temperature below ambient temperature. 
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56. (Amended) The method according to claim 5 or 6, wherein said irradiation is 
conducted below the freezing point of said preparation of one or more digestive enzymes. 

57. (Amended) The method according to claim 5 or 6, wherein said irradiation is 
conducted below the eutectic point of said preparation of one or more digestive enzymes. 

58. (Amended) The method according to claim 5 or 6, wherein said irradiation is 
conducted at a temperature above ambient temperature. 
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